It has been commercially available in Japan since January 2017 and health insurance coverage started in September 2017. The prices announced by MHLW for health insurance coverage were identical to the prices for SMBG strips; the prices for health insurance coverage are JPY4000, 5800, 8600, 11 400, 13 200, or 15 000 according to the accompanying number of SMBG strips of not less than 20, 40, 60, 80, 100, or 120 times per month, respectively. The local branch of the manufacturer in Japan announced the sale of the packages of iscCGM sensors and SMBG strips at a single price of JPY13 800 for all lineups, with 2 iscCGM sensors and 20, 40, 60, 80, 100, or 120 SMBG strips, excluding the iscCGM receiver and the lancets. 4 This pricing means that if a patient uses 2 sensors per month, the medical institution will lose money in cases the patient performs SMBG at not less than 20, 40, 60, 80, or 100 times per month. Furthermore, the options of not less than 80, 100, or 120 SMBG strips per month are approved mainly for patients with type 1 diabetes mellitus (T1DM). Patients using the correction bolus frequently, like insulin pump users with T1DM, will need further additional SMBG strips for confirmation purposes, and this will lead to financial difficulty for the medical institution, as they must provide extra SMBG strips at their own cost to comply with the Japan regulations.
There is concern that patients may use this iscCGM device nonadjunctively to SMBG due to its convenience, but health care providers in Japan are not allowed to educate on nonadjunctive use to SMBG under current regulations. This may lead to the loss of an opportunity to educate patients when they must execute conventional SMBG (Table 1) . To solve this issue effectively, the nonadjunctive use of this iscCGM device needs to be approved also in Japan, and the manufacturer's effort to convince the Japanese authority with sufficient scientific evidence of its effectiveness and safety, especially for children and adolescents younger than 18 years old, are extremely important. 
